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of Medical Devices and Diagnostic
Products, Division of Compliance,
HFK–116, 8757 Georgia Ave., Silver
Spring, MD 20910, a copy of the User In-
structional Brochure described in para-
graph (c) of this section and all other
labeling for each type of hearing aid on
or before August 15, 1977.

[42 FR 9294, Feb. 15, 1977, as amended at 47
FR 9398, Mar. 5, 1982; 50 FR 30154, July 24,
1985; 54 FR 52396, Dec. 21, 1989]

§ 801.421 Hearing aid devices; condi-
tions for sale.

(a) Medical evaluation requirements—
(1) General. Except as provided in para-
graph (a)(2) of this section, a hearing
aid dispenser shall not sell a hearing
aid unless the prospective user has pre-
sented to the hearing aid dispenser a
written statement signed by a licensed
physician that states that the patient’s
hearing loss has been medically evalu-
ated and the patient may be considered
a candidate for a hearing aid. The med-
ical evaluation must have taken place
within the preceding 6 months.

(2) Waiver to the medical evaluation re-
quirements. If the prospective hearing
aid user is 18 years of age or older, the
hearing aid dispenser may afford the
prospective user an opportunity to
waive the medical evaluation require-
ment of paragraph (a)(1) of this section
provided that the hearing aid dis-
penser:

(i) Informs the prospective user that
the exercise of the waiver is not in the
user’s best health interest;

(ii) Does not in any way actively en-
courage the prospective user to waive
such a medical evaluation; and

(iii) Affords the prospective user the
opportunity to sign the following
statement:

I have been advised by llll llll
(Hearing aid dispenser’s name) that the Food
and Drug Administration has determined
that my best health interest would be served
if I had a medical evaluation by a licensed
physician (preferably a physician who spe-
cializes in diseases of the ear) before pur-
chasing a hearing aid. I do not wish a med-
ical evaluation before purchasing a hearing
aid.

(b) Opportunity to review User Instruc-
tional Brochure. Before signing any
statement under paragraph (a)(2)(iii) of
this section and before the sale of a

hearing aid to a prospective user, the
hearing aid dispenser shall:

(1) Provide the prospective user a
copy of the User Instructional Bro-
chure for a hearing aid that has been,
or may be selected for the prospective
user;

(2) Review the content of the User In-
structional Brochure with the prospec-
tive user orally, or in the predominate
method of communication used during
the sale;

(3) Afford the prospective user an op-
portunity to read the User Instruc-
tional Brochure.

(c) Availability of User Instructional
Brochure. (1) Upon request by an indi-
vidual who is considering purchase of a
hearing aid, a dispenser shall, with re-
spect to any hearing aid that he dis-
penses, provide a copy of the User In-
structional Brochure for the hearing
aid or the name and address of the
manufacturer or distributor from
whom a User Instructional Brochure
for the hearing aid may be obtained.

(2) In addition to assuring that a User
Instructional Brochure accompanies
each hearing aid, a manufacturer or
distributor shall with respect to any
hearing aid that he manufactures or
distributes:

(i) Provide sufficient copies of the
User Instructional Brochure to sellers
for distribution to users and prospec-
tive users;

(ii) Provide a copy of the User In-
structional Brochure to any hearing
aid professional, user, or prospective
user who requests a copy in writing.

(d) Recordkeeping. The dispenser shall
retain for 3 years after the dispensing
of a hearing aid a copy of any written
statement from a physician required
under paragraph (a)(1) of this section
or any written statement waiving med-
ical evaluation required under para-
graph (a)(2)(iii) of this section.

(e) Exemption for group auditory train-
ers. Group auditory trainers, defined as
a group amplification system pur-
chased by a qualified school or institu-
tion for the purpose of communicating
with and educating individuals with
hearing impairments, are exempt from
the requirements of this section.

[42 FR 9296, Feb. 15, 1977]
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§ 801.430 User labeling for menstrual
tampons.

(a) This section applies to scented or
scented deodorized menstrual tampons
as identified in § 884.5460 and unscented
menstrual tampons as identified in
§ 884.5470 of this chapter.

(b) Data show that toxic shock syn-
drome (TSS), a rare but serious and
sometimes fatal disease, is associated
with the use of menstrual tampons. To
protect the public and to minimize the
serious adverse effects of TSS, men-
strual tampons shall be labeled as set
forth in paragraphs (c), (d), and (e) of
this section and tested for absorbency
as set forth in paragraph (f) of this sec-
tion.

(c) If the information specified in
paragraph (d) of this section is to be in-
cluded as a package insert, the fol-
lowing alert statement shall appear
prominently and legibly on the pack-
age label:

ATTENTION: Tampons are associated with
Toxic Shock Syndrome (TSS). TSS is a rare
but serious disease that may cause death.
Read and save the enclosed information.

(d) The labeling of menstrual tam-
pons shall contain the following con-
sumer information prominently and
legibly, in such terms as to render the
information likely to be read and un-
derstood by the ordinary individual
under customary conditions of pur-
chase and use:

(1)(i) Warning signs of TSS, e.g., sud-
den fever (usually 102° or more) and
vomiting, diarrhea, fainting or near
fainting when standing up, dizziness, or
a rash that looks like a sunburn;

(ii) What to do if these or other signs
of TSS appear, including the need to
remove the tampon at once and seek
medical attention immediately;

(2) The risk of TSS to all women
using tampons during their menstrual
period, especially the reported higher
risks to women under 30 years of age
and teenage girls, the estimated inci-
dence of TSS of 1 to 17 per 100,000 men-
struating women and girls per year,
and the risk of death from contracting
TSS;

(3) The advisability of using tampons
with the minimum absorbency needed
to control menstrual flow in order to
reduce the risk of contracting TSS;

(4) Avoiding the risk of getting tam-
pon-associated TSS by not using tam-
pons, and reducing the risk of getting
TSS by alternating tampon use with
sanitary napkin use during menstrual
periods; and

(5) The need to seek medical atten-
tion before again using tampons if TSS
warning signs have occurred in the
past, or if women have any questions
about TSS or tampon use.

(e) The statements required by para-
graph (e) of this section shall be promi-
nently and legibly placed on the pack-
age label of menstrual tampons in con-
formance with section 502(c) of the
Federal Food, Drug, and Cosmetic Act
(the act) (unless the menstrual tam-
pons are exempt under paragraph (g) of
this section).

(1) Menstrual tampon package labels
shall bear one of the following absorb-
ency terms representing the absorb-
ency of the production run, lot, or
batch as measured by the test de-
scribed in paragraph (f)(2) of this sec-
tion;

Ranges of absorbency in
grams 1

Corresponding term of ab-
sorbency

6 and under ........................... Junior absorbency.
6 to 9 ..................................... Regular absorbency.
9 to 12 ................................... Super absorbency.
12 to 15 ................................. Super plus absorbency.
15 to 18 ................................. None.
above 18 ................................ None.

1 These ranges are defined, respectively, as follows: less
than or equal to 6 grams; greater than 6 grams up to and in-
cluding 9 grams; greater than 9 grams up to and including 12
grams; greater than 12 grams up to and including 15 grams;
greater than 15 grams up to and including 18 grams; and
greater than 18 grams.

(2) The package label shall include an
explanation of the ranges of absorb-
ency and a description of how con-
sumers can use a range of absorbency,
and its corresponding absorbency term,
to make comparisons of absorbency of
tampons to allow selection of the tam-
pons with the minimum absorbency
needed to control menstrual flow in
order to reduce the risk of contracting
TSS.

(f) A manufacturer shall measure the
absorbency of individual tampons using
the test method specified in paragraph
(f)(2) of this section and calculate the
mean absorbency of a production run,
lot, or batch by rounding to the nearest
0.1 gram.
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